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- IS - ; 

CLAIMS 

1 1 . A disposable test strip for use in a test meter of the type which 

2 receives a disposable test strip and a sample of blood and performs an electrochemical 

3 analysis of the amount of a blood analyte in the sample, comprising: 

4 (a) a substrate; 

5 - (b) a first conductive element disposed on the substrate; 

6 (c) a second conductive element disposed on the substrate in 

7 sufficient proximity to the first conductive element to allow the completion of an 

8 electrical circuit between the first and second conductive elements when a sample of 

9 blood is placed on the test strip; 

]0 (d) a non-conductive integrated reagent/blood separation layer 

, ! disposed over the first conductive element, said integrated reagent/blood separation 

1 2 layer comprising reagents for the electrochemical detection of the analyte dispersed in 

13 a non-conductive matrix effective to exclude blood cells from the surface of the first 

14 conductive element while permitting access to the first conductive species by soluble 

15 electroactive species; 

16 (e) contacts for making an electrical connection between the first 
!7 and second conductive elements and the test meter; and 

j g (f) an insulation layer disposed over at least the first conductive 

1 9 elements, said insulation layer having a first aperture therein aligned with the first 

20 conductive element, wherein the non-conductive integrated reagent/blood separation 

21 i ay er contacts the first conductive element through the aperture in the insulation layer 

22 and wherein the non-conductive integrated reagent/blood separation layer is formed 

23 covering the entire first aperture, thereby leaving no portion of the first conductive 

24 element directly exposed to a sample applied to the test strip. 

, 2. The test strip of claim 1 , wherein the integrated reagent/blood 

2 separation layer comprises an enzyme for oxidation of glucose and a redox mediator 

3 effective to transfer electrons from the enzyme to the first conductive element. 
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I. Basis of the report 



1 . With regard to the elements of the international application : * 
| | the international application as originally filed 
r"^T| the description: 



pages 
pages 

pi -?es 



(See Attached) 



, as originally filed 



, filed with the demand 



filed with the letter of 



| x 1 tne claims: 

p a g es (See Attached) 

pages 

pages 

pages 



, as originally filed 

as amended (together with any statement) under Article 19 
, filed with the demand 



the drawings: 

p a g es (See Attached) 

pages 

pages 



filed with the letter of 



, as originally filed 



filed with the demand 



the sequence listing part of the description: 
p a g es (See Attached) 

pages 

pages 



, filed with the letter of 



, as originally filed 

, filed with the demand 



, filed with the letter of. 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| 1 the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
| 1 the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in printed form. 

| | filed together with the international application in computer readable form. 

| | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the writen sequence listing has 
1 — ' been furnished. 

4 | x| The amendments have resulted in the cancellation of: 

NONE 



the description, pages_ 
the claims, Nos. 



NONE 



1 x[ the drawings, sheets#+g NONE 



~ ' I 1 Th ls report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 

in this report as 'originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 

and 70.17). 

**Any replacement sheet containing such amendments must he referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . statement 

Novelty (N) 



Claims 1-23 



Claims NONE 



Inventive Step (IS) 



Industrial Applicability (IA) 



Claims 1-23 



Claims NONE 



Claims 1-23 



Claims NONE 



YES 
NO 

YES 
NO 



YES 
NO 



2. citations and explanations (Rule 70.7) 

Claims 1-23 meet the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest 
a non-conductive integrated reagent/blood separation layer disposed in disposable test strip or method of making a disposable 
test strip as provided by of each of claims 1 and 1 1. respectively. 

The invention has utility for producing a sensor for monitoring glucose in a diabetic individual. 



NEW CITATIONS 



NONE 
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VIII. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claim 1 1 is objected to under PCT Rule 66 2(a)(v) as lacking clarity under PCT Article 6 because the claim is indefinite for the 
following reason(s): there is no antecedent basis for "said integrated reagent/blood separation layer" in line 10. 
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(To be used when the space in any of the preceding boxes is not sufficient) 



I BASIS OF REPORT: 

This report has been drawn on the basis of the description, 

page(s) 1-17, as originally filed. 

page(s) NONE, filed with the demand. 

and additional amendments: 

NONE 

This report has been drawn on the basis of the claims, 

page(s) 19-21, as originally filed. 

page(s) NONE, as amended under Article 19. 

page(s) NONE, filed with the demand. 

and additional amendments: 

Page 18, file with the letter of October 04, 2000. 

This report has been drawn on the basis of the drawings, 

page(s) 1-9, as originally filed. 

page(s) NONE, filed with the demand. 

and additional amendments: 

NONE 

This report has been drawn on the basis of the sequence listing part of the description: 

page(s) NONE, as originally filed. 

pages(s) NONE, filed with the demand. 

and additional amendments: 

NONE 
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